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im^^ 1 2 ] V :0'hF1:4OOOOO-1OOOOOOOOsK V ^ 

^ ^ 5^;^ • ^ ^ V ^w^^m-a-^. ^ ^ V • r v 
^ 1 3 mmo -f^ ;v^Jo 

[it^:^i 5] Wi^mm^f^fzwimfz\i.mm\ moo - 1500 mo 

Ilt^]^ 17] P P I ( I) : 



[<bi] 
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0 0 2 -3 0 1 8 7 6 ^ ^--J l 3/ 

v^T;^^>>V^> ttJ^^^;^b-CV>T^) J:v^T;vn^v^t /.:{im^*^^LTV^ 

[If 18] ^yXy( V- n^Mt-^^it-^W. ^ > v 7 V- ;v 

[IS^:^ 19] P P I 7 > VT'y y-;K^3fe^M14R#^-eab^iS^:^ 

1 7lB^o:^7'-fe>'V^Jo 

im*^2 0l if^^)x.^Vy:^^^4 Y (PEO 

, 55-^*400000-10000000) ^ li Ko^lrvyn tf;i/^^;V-b;l/n-x (HPMC 
) . ij)V^^^-y:^^^)V^)VU-7. (CMC-Na) ^ t Kn^i^T^n e;V-t;i'n 
-y^ (HPC) > Kni|r->^^;v-t-'Vn-;^, :^;;v;}?^veci;v:^^°i;-7— 7&^ib 

imJ^±OtfK-e^;2>W^:©l. 7$y^:(i8fBm<^:^':/-fe^v 

400000-10000000) T'^ ^ ft^:^ 1 . 7 t li 8 fB^<^ -f^ ;^^Jo 

[If 2 2 ] yjvm^n.^ W - ;6^'|^*^. Iffll£t>t^ {i^j^tJc-esa-^ 

I^b2] 
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^||^M2 0 0 2-3 0 1 8 7 6 ^ ^--J I 4/ 

]^ 2 4 tm<omnt fz 

2 6 t /cti 2 7 IBmo^^S /iti^So 
{mim2 9] igCtti^m^M*^ *£:tS:$immt?^;5>tt*]^2 6 t:^zti2 7 

ait?^® 2 8-30 ov^-rtt:6^ 1 ^\iZ.%Wu<DmM.^fz\tm^o 

m^-^Z 2] . it^:^2 8~3 \<D\^^-rM^i-^\:^tm.<r>W&-^fz\tim. 
[0 0 0 1] 
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[0 0 0 2] 

x\^^^o i\:^m^^<D^mm^^'^ 10 1-2 m<D^^xmtt:^mmir:h j; ^ ^ 

[0 0 0 3] 

I#l1^:fcmi] 
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mmm 62-277322 -^^m. 

#^2 001-526213 

^mw^M 6 2 7 4 1 7 3 -^mmw 

[0 0 0 4] 
[0 0 0 5] 

^m^'J: J)iim$tL^±f2 (1) UWL<r>i}'f't)vn. 

(3) K{±iM«m75^ pH^#6^i3^»-r^'i^°';-^-=^^^-t^±ia (2) 

(4) ^s:tb$lJ^^^m56^ ^maui^m-e^;2>_Lf5 (2) iBm<^*7'-b;v^j. 

tLS±fB (3) t7t(± (4) fam<^):^;-/-fe-'V^K 

(7) mii^^<otS[imTbmm^fifzm&tfzimm\ 
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^02 0 0 2-3 0 1 8 7 6 ^ ^-i^ : 7/ 

x^^m^fi-^^^^^t^m^t-t^i.m (3) ~ (6) <D\^^irfi^^i^^tm<D 
Pa-sm±0'J^°';'7-"e*>^±fa (i) . (7) tfzn is) ifi«o:^7^-fe;v^J 

(12) '} -^-i^K ^^4^*400000- 100000000^° U V ~ -t?* ^ 

JilB (1) s (7) tfzlt (8) WBm<7):^y-fe;v^J> 

-b;i/n-XT*fex- Y y ^ h . Jl'^^i^ ^ "^^^^^ ^ ^ ^ ^ 

i; -f-^v • j^^^V • r V 

#1^ T . p{ ^ i; • ^ ^ ^ b 'J ^ ^;wT > 

^ - A i^;v^S'^'^, ^ ^ ^ • T V ^ 

^ • T ^ V • ^ 3^ ^ i; Kn ^ T'n 

;6^P>5r'5>^)6^^^{ftt^ lffiJi^-ii=i:'^*i~^^)^"^'^'^-ttS (2) ~ (4) ^fz 
i± (6) <Ov^-f*t:d>l lc|Bm<^:**/-t;v^J. 

(14) 2mJ'JL±.<^^Stm:*^'b^r^^t«:#m^'t'2>JifB (1 
3) fBm<^:^;7'-tr;V^J. 

(15) mi^w\^'^^fzw>m.^fz\imuif^. moo - isoo// m<7)ti^oiiii 

(16) h vtlf^- (PPI) -e^^-tlB (1) 

fBm<7):*7'-fe;w^J. 

(1 7) PP (I) : 
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i5J:OfR3(±, ^tt-rttl^— t/cii^^oT. TK^if.^^^ ttl^^^^UTv^'b i 

5 L< fi-e^^^a^/cti^copfc^fStt^-eab^-hlB (1 6) IB 

(18) ^>X^ 5 i5^V-;v^'fl:'^J^^k'a-W^ 7>'V7'7V-;^T'^^iifB 
(1 7) fBm<0:*7'-t;v^k 

(19) pp 1:6^ ^^VT'^ v->'K7)3fe^^!^^4R#-e^;l>±I^ (i ?) la^ 

(2 0) -^^VJ^^^'i^'i; J^^VV:t^-9--f K (PEO. :$3'^»40 

0000-10000000) ^ n Kn^i/-/nif;vp«-f-;u-t;vn-;?. (HPMC) . 
i^v^-5^;v-t;vn-;^ (CMC-Na) . t Kn^ v^n fer;i/-fe;vn-;^ (HP 

ilt?tL^immJi<^tl®-e*^-tlB (1) . (7) tfzit (8) fBm<3^:^7^-t;v 

(2 1) y)\^f^m±^V-r--^K ^"V J^^V^^^-^-'f K (^^^4400000- 10 
000000) -e2b^±fB (1) . (7) i/zJi (8) fBmo:^7 7^-fe;w^J. 

(2 2) ^eibttfc(i^^:yt-eiB'8-$tL;^:±|B 

(1) tfzit (8) lBm<^:*7'-fe;V^J^ 

m^m-a-^T-^^iiB (3) um.<oij-ft)i'M. 
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(2 4) f^iij^^^'^:^ir:hmn^±i^ikmmm^m-^^^^^i^x\^>^^ti 
m4} 




(2 5) fStt^^omm^#^m'&^ 2m^Jii«±<^)Stffi^j^^m^^-r*-^: 

«:#iic^1-'2>JifB (2 4) niWL<7)m^ttzimU. 

(2 6) ^>y'/^V'-;^"C*^JifB (2 4) MZ^om^ttiii 

(2 7) fStt^:^5{>^ ^>y/'7y-;K0^^ff&ttR#'e^'SJifS (2 4) IB 

(2 8) tscmmm^mK pH^^mKmrnt^^-v-^-^^mir^^m (2 
6) $7t{i (2 7) mu<7)m&tfzim^. 
(2 9) j£m^mm-e^^±fe (26) ttzu (27) lem 

ir^±m (2 8) tfzii (2 9) la^OM^eii/^ti^li. 

(3 1) y)i^j^H5[.\k^')'^-i^x^^m^fir\^^^ct^m^ti-^±m (2 
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^ppM2 002-301876 ^ ^-i^ 10/ 

8) ~ (3 0) <D\^^'fM^ii,'tm<^m^tfzitm^t. idxz>* 
(3 2) ±15 (2 8) ~ (3 1) <D\,^'ritni)^iKmm.<Dm^tfziimntr}v 

[0 0 0 6] 

. [mn^^<Dmm-^mm^fifzmn^^^^iiMm.] t^ti. pH^^^ts 

-^s :^mmmii^}^^^x mmmm^m] ty^^ot^a^ phs. snmxm 

m^j:^ pmzm^Lxmm'r^m^tfzim^mmmL^^^-dm^^^^fzmii 
^mcxm^m^^mmir:hm.nmmm^j:if. ^ m^^^<oWimm'mT3^nm 

u^:b\^^im^<7ym'\mi^m^Mm^mmLfz2mm<^''y^7'^<^^^'^^'^''- 
xy)mm^fi^o man-^^ti^fz:^§tm<Dmm^amMmimi\:^iizi^^^^xy)i^5^ 

\z.'^'^^^<owL'^-bmm $ wm.^^ v> h mn.^^-^^^Mm^ ^^^^ 
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^-i^: 11/ 



[0 0 0 7] 

OOOO-lOOOOOOO^JSO'i^'; t-^^^— ^tc0t Lv^o Cl<^i: ^ "7 

5^°i;>i-^lx>^Jp-9->f K (PEO. Mx.{fPol 
yox WSR-303 ^T-*7000000^ Polyox WSR Coagulant :$5'T-*5000000> Polyox WS 
R 301 :9-^^fi4000000. Polyox WSR N-60K ^i^S2000000^ Polyox WSR 205 5^=^ 
JI600000 ; Dow Chemicam^)> Knc^ei/'/n •^;v-t;l/n-;^ (HPMC, 
Metlose 90SH10000. Met lose 90SH50000. Met lose 90SH30000 . mmit^iMM 
) . ?(7;l'5^*^v^^;Hr;i/n-;^ (CMC-Na. Sanlose F-IOOOMC) ^ UKadj-vy 
ne;v-t;i'n-x (HPC. faix-J^HPC-H. B2is:W^(^)i&) . \LYu^i/:x.^)V^ 
(HEC) > (>'^-^ if ^^^-(R)^ 104, 10 

5, fn^l«B^(*)^; :^7-5}?*°-;V 943. Goodrichttm), T;v^^>^ 

±<^i^5^4rii^^Jt;^-e?I'g-L-Cfflv>-C^>J:vs ^:l9 3bitPEO, HPMC. HPC, CMC- 
[0 0 0 8] 

lo<7)^&14^^«:'^tf^^^±lcSfem*IJ^Il*=Sl^^tf^^igfc*fv:(±^5S 
>/N-l^;V-101(m@850-710. 710-500, 500-355). ^ :X7n-^;V-103 (^#850-7 
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10. 710- 500x 500- 355) . 7 >/^°l/;^-105 (*ji#710 - 500. 500- 355. 300 -1 
80) . Freundam). ■fe;V7'fT (CP-507(I£#500-710). CP-305 (it@300-500) 

tm^^X^mi-t^h^tKX «9#"btL7t*jii^=^^l!i^i: LXm^^^^t:^^X-^:ho 
l?!l£{?#liHS63-301816lwiBm<^:^-^tC i oTm^t-t-^ ^ ^^^T-i ^So -^J^t^. 

yfmnM.i^<D-m±Km^^^^:^-7'^ y^^^^i^^^^ ^^^^^^^^^^^ 

{±. -^Jx-tfTt'll^lESIj^J^Sli (CF-mini. CF-360. FreundttM) *^^M±^i&5t5fe 
^« (a'-^W^ MP-10) ^if^fflvvl^^fitCJ; ijMtt^^^l^fW^P^I'^ 

J^S^tP^LT^) .tv^o t"r{±50A«m;&^«b Smm. $f$L<mO 

0/rm;5^'b 3 mm. ^hK^-tLiitlOO/xmyb^t^ 2mm<^5g^76*fflv> lb tt^o 
[0 0 0 9] 

i^i:mizMLxyf^^^j:m<^x^^^^^j:i^. ^m^mm^wt^fxmit^^^ 
m ^ iLv^o ^(dho^j:^ m^mm itm^<Dmxfm ■^fix\^^xi>x\^^o 

;vn-7. m^i^. TC-5^) . .i^'U e^;m°n i; K^, .-jf i; lf^;l/T;^:=^- 
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^m^mm<^^w.Mit. ±m^^^-r^m^iMMm^nLx. mn. mo.02 

[0 0 10] 

pHm±om:^t?fsi4j^^*:fem-r^-^«rv^9o m'^omm^^-r-^ >^xit 
pH5. smmxmmL. mm<7>mmi)^mii^-r^Tf3K ^^mo^i-T-^ 
ti^xit. j:«5«v^pH ($jF*b<{±6. 0 J; ijii^v^ p H) -T-^mt. nx<Dm 

z<7)x^^j: mmf^^^^<7)WL m * p H -r i6 o n — r > i^ti 

MtLXlit^ \^Yu^i/ZfU}d)V:^'f-)V^)VU-7.7 ^ V-y (HP-55, HP-50. 

^;i/n->; (CMEC. "70^ > , :^ ^ i7 ^) ' ^ ^ ^ 

m^M-^^CEudragit LlOO or SIOO. Rohmtt^)^ ^ ^ U • Ti^ V 
^;V*m'&#(Eudragit LlOO-55, L30D-55) . ^ ^ 'J • T iJ"J ^V^^ ^-'^ • 
^ iJ' ^ V ^;W*S'^# (Eudragit FS30D. Rohma^) . t Kn^vT'n ^ 
;V^r;vn->?.T-tx-h-9-i^v^>-b (HPMCAS #Mfb^(^)m) . >J?'; If^^V 
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$f^L<{ipH>6. 5. :^'c>tc0tt<iipH6. 7 5 }^J.±Tmmir h X ^ K 

. ^^^fk^J'&ir^fflv^T^) iv^o n-x^ >^^'^^®Ofi:{i^^^^cMLT5%- 
200%> $f^t<ti2 0%-l 0 0%^ i *)|t?t L< {i3 0%-6 0%*^*L 

l/>':^^-if-r K (PEO. -e^flx-liPolyox WSR-303 :$5-^^47000000> Polyox WSR Coag 
ulant ^^fiSOOOOOO. Polyox WSR 301 ^5-^*4000000. Polyox WSR N-60K 
*2000000> Polyox WSR 205 ^J^-^-ieOOOOO. Dow ChemicalttM) . li KndE^->7' 
n lf;^^f-;V-t;vn-y^ (HPMC> Metlose 90SH10000> Metlose 90SH50000. Metl 
ose 90SH30000. mmit^imU) . v;^ ^>'V-b;vn (CMC-Na> San 

lose F-IOOOMC) ^ t: Kn^ v^n ti*;V-fe;vn-X (HPC. ^x.{fHPC-H. H^^W 
. H Kn^->a:.^;v-fe;vn->^ (HEC) > :^;V:a^'^'>tr:=.;V!^°'; -7- 
(/^^ 7 (R)103. 104. 105> m^mmimn. :*-:^''-^°-;^943. Coodr 

loo 11] 

^ ^l^M^it h ^^;WT >'-=e — Aa:-^;V^S'^#(EudragitRS or RL> Rohm 
tt^). ^ V • T ;WM«3^^''^^fi'D#(Eudragit NE30D. Rohm 

^LT^>J;<. HPMC> HFC. :*;i/>K^v tr-;i/;^^-'; -7-. a^-^ v^jTV 
;V6000. IL*I> ^'<^^tt*°TfM!^ei:-a<^it^-e?S 
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[0 0 121 

-Di-Sol), ij)V:^u-7.i3)V)V-y^U (ECG505, ^mM^xxU) . iJ^nx^i^eeKV 
(ISP Inc) > -giSmjgii KD4r'>-/nt?;v-t;vn~;^(L-HPC. #M<k^(*)M) 

• > ^ iJ^ ;^M:^^b h V P« ^-'Vr ^^-"^ Aaif^;V^M'g''^(EudragitR 
S or RL. Rohm^tM)^ :^ ^ ^ )^Wi^ • T ^ V ;i/@^a:.^;V*a'g'#^(Eudragi 
t NE30D, Rohm1±M). j::^;W-fe;vn«-;^^j if ^#3^^> L < tim-^LT^ $?>iCti 
HPMC. HPC. iJ)V7^^i^}£:^}\'^°')^-. .i^'; J^f-l/^i^V n>-;V6000. fLi^. 

T{±. \^Yu^i/'fu\£)\/:^f-)]/^)VU — 7.y^V—Y (HP-55, HP-50^ Mi^'fb 

-X (CMEC^ "7n>r > h0ii(*^)m) . ^^i^v;^^^^;^- ^^iJ'v^vm^a 

-g-^ (Eudragit LlOO or SIOO. Rohmtt^) . ^ ^ ^ V J^W. • T ^ U 
^m^i^ (Eudragit LlOO-55, L30D-55) . ^ ^ V • TiJ' U ^V^^ * ^ 

(Eudragit FS30D. Rohmtt^) . Fn^ vT'n if ;v 
^;vn->?.T-bx-b-9-i^^^^-h (HPMCAS ^je'fb^(^)$^) . ^'V\f^)\^T 

< {i2 0%- 1 0 0%> J; L,<(i3 0%-6 0%>&^^t Lv^o 
[0 0 13] 

;5>vM±jNe3^±l^^ tKUoi^VV^^-^J-^ K (PEO^ -E^flx-tiPolyox WSR-303 
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7000000. Polyox WSR Coagulant :9'T-a:5000000. Polyox WSR 301 :$5-T-*400000 
0. Polyox WSR N-60K 53^1:2000000. Polyox WSR 205 :$5'^*6O0O00> Dow Chem 
ical^i^) . t Kn^>'"/ne;Vp«^;Hr;vn-;;^ (HPMC. Met lose 90SH10000 
. Met lose 90SH50000. Met lose 90SH30000. 'gM'fk^C^)^) . iJ)l^^^i^:< 
^)V^)Vu-7. (CMC-Na. Sanlose F-IOOOMC) \i.Yu^-y:fu\d)V^)VXi~7. ( 
HPC. m^\t. HPC-H. B^-^mmm > y^Vu^l^^L^iV^yVU-T. (HEC) 
. lj)Vi^^-y\£=^)V^^)'^- (/N^f lf;^7n-(R)103. 104. 105. 

55/-4^'^°-;^943. Goodrichttm) . T > 'J A. ^ 

10 0 14] 

tct ^) 5f,Stt<^'^>'i^ =S:^ D ^ V ^ ^ v J^f - V > :t ^-y- ^ K. ll^MT 

(/N-rtfy^yn-CR) 1 0 3, 1 0 4, 1 0 5. . HPMC. H 

PC. ^h^>'^i:*<7)5^m=&^0't5:^-*-r^) J:v>o 

mmii^tLx^t^ X7°^-K7^. ^^yv—^v^^. ^'<^:^^ 

>^^-9--r K (PEO. Mx.{fPolyox WSR-303 ^T-*7000000. Polyox WSR Coagul 
ant ^^45000000. Polyox WSR 301 ^^^44000000. Polyox WSR N-60K 33^^^* 
2000000. Polyox WSR 205 :9-i=-»600000. Dow ChemicalttlStSS^) . t KnJpi/ 
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7'nb:;i/p{f-;V't;vn-x (HPMU Met lose 90SH10000. Met lose 90SH50000. Me 
tlose 90SH30000> mM'it^{W)M) > ^;V-t;i/n-J7. (CMC-Na. S 

anlose F-IOOOMC) . H Kn^tvT'n tf;Hr;vn-;^ (HPC. I^Ox-tf. HPC-H^ B 
-^WM(W)Wd ^ KnA^vj:.^;i/-t;i/n->^(HEC). :*;VjK^-> tf^^v^^^'U 
- (^N^ If7>7r3-(R)103. 104. 105. fn^Mm(l^)M ; -'i^'^°->'^943> Goo 

^hKij-f^ )Vn^(D |WI— »J 4^ $ -iirT ^> i o 

5imn. iif * L < iilOO yu m;5^ 3 mm. $ ib ^ L < tilOOyu m;6* h 2 mmOJ^^^^ffl 
v^t>tt;&o ft:'i>l5f^ L< {i|^100-1500yum<^«-^M2T*^^o 
[0 0 15] 

$^l::$!i5^Jfb*fi^d7ti60JK?^^J (M^t^. ^ifom. ?LII. D 

M^^'nu-x. v;vtfh-;v 

. y^^uu^yTyy'y. m^mTyfy, uA^Tyfy. u^ryzty. m 

aitry^^y. r)v^ymi-vv f7A. fj^'yy. r^\£r^J^M. -fe*^^ 
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[0 0 16] 

f^^tey;^51^^i4'i^°U •7-<7)»{± 0. l%-100%>*ftL<{i2%-50% 
, J: 19 $f t U < 1 0 %- 4 0 %> ^ ^ KU-t b < {i 1 0 %- 3 5 %iimt Lv> 

o 

[0 0 171 
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5 ^y-_;v^yn h :^.i€>y-f ^liif ^- (PPI) imh\^xmfhfi^o 
[0 0 18] 



i3J:l>'R3(±, -g-tt>rttIWI— t/i{i^=5?oT. tK-^HT-^ fim^^^LTv^^J: 



['fksl 
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C 1 - 6 T;i^=i^'>-C 1-6 T)l^=i^Z^^tfzit'J-C I - 6 T;w^;vT 
L<t±, 3^ (I a) : 



(la) 



^^'fk^ttrv^J&id^t/ifiC 1 - 3 T;vn^v^-egJfe$tLTv^T^ .tv^C 1 - 3 
t;v3^v*, R3(i7K^MT-tfc{iC i-3T;v^;Hfe^ R^\t. im^=^: 

^(la) icisv^T. R l:i>«C 1 _3T;^^;^*^ r 2 ^jt^Nuyv^fb^tLTv^ 
T^J:v^C i-3T;l-3^i>*> R 3 :6S7K^j[g^, R^'b^imW.lh-ifzii^^^y 

[0 0 19] 

±IB^ (I) "t?^$tt;g,>fb^ei? mr. 'fk'^t? (I) fc^i-^D 3^aT'^ 
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, Ci-7T;v^;v» (MAt^. ■/nii';K y 7"n tf;v, r 

^VT'^;!/^ sec-"r^;v> tert-'7'^^v> ^>'-^;v, ^^v;v, ^y-f- 

^h^v. J^h^v, ynifJC^v, rh^v^) . C i-6T;V::r^v- 
x.tf. Ci_67;vn:^v* (l?!lx.{f. J-h^v. -/n.-jeJE^i/, >f V 

, i-i-7i-)v. 2-f-yf^;K ifyjL-;w 2-t>';^v;v*^) '^t':*^^^tf 

(f, 7ir-;l^:t^v> 1 -■^-y^-'V^t^v, 2 -■:^y v*^) 
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^-Ji'* p« b^vj&Ji'ja^*^;!^. 3:.h4rv:«7;vjK^;i/, •/n:^°^v:^;v>^* 

\r}V^}V7.)vy ^ :=-)vm\ tLXit.mK.it. 0 i-'jr)\^^)V7.)vy ^ =. 
rT;v^;vx;v4^^;vXJ i: trti, mK.it. C i - 7 t;v^;v;^>'V:4^->'V* 

o 



aiiE#2 003-3095880 
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nw.i^^jarmmM.^-^^^Mi^fi'^^Tum^^ m^i^. i-sm) 

tLXit, 2-^fz\t3 -^J:-=')Vm. 2-, Z-tfz\tA - 2- 
tfziiS - yV 2-tfzit3-\£tiV )^^. 2-. 3-s 4-^ 5 

-tfziis-^y) l-> 3-. 4-^ fciiS--/ v^/ V;^S^ i-> 
2-ti-zitS'--( >VV }i'^^j:t'^^mfi^^^o C:<^dt>$f^ t<{±l -> 2- 

ilr;v^. ^An^:^'fb^tLTV^T^ ctv^C 1-4 T;i/n^v^i5 J:tJ^^5 tfzdieM 
m^W&y(>^hMi^fi^M.^&'t 1 t7t{i2ffl;&LTv^T'b«tv^^:^-lf 

o 

[0 0 2 0] 

^j:if(DCG-i o7V-)l^C i~Q T;V^;V^#) if;6^^tf f>tt;2>o r«mil 

{±i>srv^L4i@^E-e^>J2>o m.^m<^m.-^^2m&^±<^^^. ^mm&i±m-tfz 



ttSiE#2 003-3095880 
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Rl, r2 tfcliR3-C^;gitL^ rmiJI*=S:*t-CV^-C^> j:v^T;V3^v«J 
Rl. r2 t/-tiR3-e^$tL;g> re^«=^^tT^ iv^T^y^J h LT{± 

. -E^flx-t?. T^yS. ^/-c i-6T;i'^;vT^y» ^■5^;vT^/ 
$ftLv^Ri{±. Ci-6t;v^;v»^ c i - e Ci-6T;v 

[0 0 2 1] 

2 - [ [ [3-p«^;W-4- (2.2, 2-biJ7;V:tnj:h^v) -2-t:"'; 
2-*[ [ (3, 5-v^;<^JV-4-^ h^i^-2-Vf V >^-;W ^f^-'^l ^^^7 
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- 5 - ^ h-^v- 1 H— ^>X-f ^ yy*-;v. 2 - [[[4- (3-^ 

H-^>X^ ^ • h V-^AJ^, 5-i^7;W:f np{ h:^'>-2- [ [ ( 

3, 4 ->^^ h^v- 2 -t* V v-^V) >?.;i/-7^— ;W -1H-^>X 

:ifih<oi\:^m<r>o-^. #tc9>V7'vy-;H-^*3*>2- [ [ [3 

-4- (2. 2. 2- h U ■7;V:tnjibJ^v) - 2 - tf U i^-=--'V] 

>5j ib\ ±|B'fb'a-t; (I ) ^ i5^v*ii° V z^y^it-^mt. ^ -fe ^ #:-e^o t ^ 

R-#. S-#:^i:'<^^^ffltt#:T'iboT*> J:v^o (R) -2- 

[ [ [3 - ^^;V-4-(2, 2, 2-h'J7;Vjrna:.h^-» -2-if';>^^;v 
] y?.;v7'f ^;v] - i H-'^>'X>r ^ ^v'-;v*5 (S) -2- [ [ 

[3 - >{f^;v-4-(2, 2, 2- > ';7>'V^na^h^v) -2-ei;v^;i'] p« 

m^^^-^h^o 9:^y7'9V-;K 9 ^^yXy y*-;vR#*3 J:t>*7^y>^ 
9 ;v S#:^{±3i#^Hl,;&^^eFt Lv>:d^ f^fBt ^ i 9 t^m^Hti- d g#:T- 
"^mt^^^^tKMk^ ^^ttM^^^SB-a-t. ^^iCEf^rsmMStrl^tt^i 

[0 0 2 21 



2003-3095880 
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^ > i: <7):^75>5^tf f> tt-i, o 

it^m (I) g#<2r^<^:^^t^J^«:)mafr^i> fllx-if, #^BS6 1-50 
9 7 8^. ^BI#i^=4, 6 2 8,0 9 8. mU^l 0 - 1 9 5 0 6 8"^. WO 9 
8/2 1 2 0 1> #53BS5 2-6 2 2 7 5-^, #PaBS5 4-1 4 1 7 8 Z^m^^- 

(I) ^^^#J^ (^«|JS^H^B^^ ^ ^ ;V ^ ^ ^> T "T "7 

o tfz^ ^VVT'^ V-;VR#^{±> m^ifWO 00-7874 5. wo 01 

(TU-19 9) ^jii'$/i{i-€-ttt,<^3fe^fS14# 

I^Ux-l?. 2^^§^(7)miia^a:i::^t-Cltiim»%~lt60m«%> $?tt<{i 
^ 1 fi^%~#!j50S»%> ^ h \ZM^ L < {i^t8M%~^^40m*%-e*^o ^SttfiS: 

[0 0 2 3] 
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=ffiimsrfflv^r. ®cm<^>fct:^<7)m^^2m»:i.Ji<^iS5gi^vM±^jg5: m^i^. itm 
mw- < ifctii-r txt) mmLx^^m^ibmi^ ^fi^^^'f<D2 mm(Dm& 

\^^m^tmim^^iSLy)\^'j^^^^') -^-km^. ±%^Lfzxo ti:mmm.^^ 
i^xmji<om±ssa.^mmi^mL. ^(D^i^xy)W:mum-^^fzmm.(7)mnj^^<7)m 

[0 0 2 4] 

ii#<30M?#3-X'f y^-^^\.fzmmt. Mx.{f#P§Bg63-301816lCfBifeO:^ 

i£Ht2&o-r^it1-^ i i;y6^T'§ ^ t'#F?flBS62 - 277322 lCffim<7):^&l^t2&v^ 
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J^^tcMUTj^l Ofi:l%~^4 om»%<^^^V*/7V-;v^i3J:0^^^^'fb 
:^i*t::<t iJ^ML/i/ (Nonpareil) is j;0^'^H^-t;i/n-;^^^v^/i?^ 

C-5^) , If— ;ni°ni; t^^) \£:=.)VT)\^:=i'-)^. :^^)V^)vu—:^ 
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^^i: L-C{±> -^Jx-tf. -t;vn-7.T-fe7^- h^^l^- b (CAP) , Kn^v 

p<^;VT>^^'>AJLf^ ;v*M'^# (Eudragi tRS or RL. RohmttM) ^ ^ ^ V 

T^' ^V^J^^^V^M-B-^CEudragit NE30D^ Rohmtt^). :^ )\^y^^~> 

^^70m»%> t<{imom*%~l^50m»%-tr*0. ^194?^ L<{±^15M»% 

^'Sj^^x^f ^rv-^vm'fb^tfopp I «)*>it-hlB— (I) ■e^t>$ 

t:h> ^^->'i'. y^y-y. ^y-^. ^=3, '>-9-^> ^yy. v:?;^:^^) 

Vv?^-. jiVv:^ (ZoUinger-Ellison) ^fii^. life, m^licfejiife. ik^. 
5fe=lr#*3 3&v>f tfeiijgJfLjSCSynptomatic Gastroesophageal Reflux Disease (Sy 
mptomatic GERD))^ NUD (Non Ulcer Dyspepsia) . (>f:X:J'-n^^> 



tiJSE# 2003-3095880 
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■tfz^ 9yyfvy-}l^<Dyt^i^^^(Dm^i>. 3 0mg. 4 0mgi5iZ/6 
Omg'^Wi-^:<'":?'-t;V?pJMtC, ^fi^fi^ 3-f-7!rM5-^:^ 7'-fe;K 2^7^7M4 
T'-b ;vi3 J: 1 -^T^jM 3 -f- * T'-fe ;v =Srffl v> ^ ^ I; -5) o 

mt UT. i^A (6 0 kg) KML. mnmiz^^'t:bm^. ^m^t Lxm 

0. 5-150 OmgXB^ L<Ji^5~l 5 Omg/Btf^^o ClttP,-^ 
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^-v': 32/ 



[0 0 2 5] 

tL/co jt'il^^m^fM (CF-mini. y u ^ y h MmW^^nm) 

lOl^^At, HPC-LY#fl^ (2w/v%) ^'mM\^ti:i)^h±M(ryWMn\'^^~^ ^^y^ 

L^Bil^^#/io m^f^li®*4 or. 16B#WK^^i^L. }tLti-eilii L12~ 

32^ VJ^<0|l^=Sr#fv:o 

Iilii300ing4'<^la^ 

yy/N'V;!/!©! llOmg 

-ffc^^A 30mg 

Rm-^i^^v-i^A 22.4iiig 

^^-.^^ 59.8mg 

n — v;?.:?"— 36.4mg 

L-HPC 40mg 

HPC-L 1.4mg 

ft- 300mg 

%m% 2 

T^^'^m (spiR-A-FLow, yuy( > Ymmw^^nm) ^-c^umAzx:. m 

li^300mgt::^-t ^ a-T^y ^W.(DmM 

V^^y YL30D-55 44.6mg imJ^^^tLX) 

^)V^ 13.8mg 
Ti^y) :i.^\yy^^) n — ;i/6000 4. 4ing 
mt'^^y 4.4mg 
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7^ i; V h 80 2. Omg 

t|- 69.2mg 

13 

-T^>Vm (SPIR-A-FLOW. 7 n ^ > Mlfr^^^1±m) >t'T'^^ia«30'C, 

-^^Vy^-J hSlOO 110.8ing 

i^^Y'y^y hLlOO 36.9mg 

^ ;V ^ 73. Bmg 

^ jO-^h i; J^f-^'V 14.8mg 

J^i5'y-;V (1913. 9mg) 

Tfc (212. 7mg) 

ff 236.3ing (HB^ttT) 

iiiS«?a2'e#7tM^tt^^tc. pH^^fi^ (-a(^pHJi^ji<7)^^-r'if^tt^^9-=SrKm 
■r ;& ) ^ -r ^ u -7 - p> ^ ^ TiBm<^iscai*ii^J^ *isii/m#msj)® 

-y-^^y^m (SPIR-A-FLOW. 7 n ^ > V ^^^^^tt^) 4'-e#&^2aES30'C. 

^?#ttll«i:369.2ingic^i-^j&m$imm='— r-f 

K^^y bSlOO 73.9mg 
^^Y'y^v hLlOO 73.9mg 

73.8ing 

^ i; j-f-jV 14.8mg 

(1913. 9mg) 

Tfc (212. 7mg) 

tJ- 236. 3mg (@5^^i:L-C) 

5 



mSE# 2003-3095 



;M 2002-301876 A : 34/ 



fjt'Polyox WSR Coagulant (Dow ChemicalttSli) 205ing^^*Q I-n O-f-tf 7 5=->':«; 
tcPolyox WSR Coagulant (Dow ChemicalttM) 205mg=Sr^J^L^ O-^-fe*^^^:^ 

-^L^ ±mm^^nt\^fzo ^'t^mmmw^ (cf-sbo. 7 n ^ > > jgin^^^tt 

^) \zy >/'^V)V-\0\^^XL. HPC-L?#fl^ (2w/v%) ^lS^L^7&^f>JilE<^^ 
Siim^^J^^-T"^ >^*tJ^^MS^#/v:o HPC-L?#?^ (2w/v%) 

f^MS'Sr4 0t:, le^m^^^U 5tLlf-Cf|iIL12~32p< vA<^S^^I#:^c 

o 

^m05.75mg4'<^a^ 



y>/N'ix;H0l 37.5mg 

it^^k 30. dug 

;^m*=5'^^-«'>'^7A 10.5mg 

iJ^^-'t^^ 19.5mg 

L-HPC 7.5mg 

HPC-L 0. 75ing 

It 105. 75iug 



±^^105. 75mgtc^t-r ^ If r^^ (r>mM 

^'y=-^m 7.5mg 

L-HPC 1.88mg 

mit^^> 4.88mg 

fh 14. 25mg 
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18 

r-4>^'m (spiR-A-FLow. yu^>YMm^^^nm '^■^'m^um45V. m 

Vy^yy L30D-55 19. 5mg (MB^,^ t L T) 

^)V'^ 5.85mg 
i; jif - 1/ >< ^ i; 3 - ;i/6000 l. SSmg 
m.it'f-^y l.SSmg 
^ — h 80 0. 75mg 

tf 29.85mg 

-"r^y^m (SPIR-A-FLOW> "7 n ^ ^ h M^^^^tt^) 4" T-|&^2a;g30'C. 

M^ttliJ^149.85mgt^^i-;5>Jfeffitimm=i-x ^ y^W.<omM 

Y'y^y hSlOO 45.0mg 

:e--f K^^y hLlOG 15.0mg 

^ )\^^ 30. Omg 

^a:>/^h 6. Omg 

a^;J'y-;V (777. Img) 

tK. (86. 3mg) 

ft 96. Omg mn^^tx^x) 



mmm i o 
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-f^y^m (spiR-A-FLow. yu ^ > YMmw^^nu) ^-cm^i^msov. 

Vy^y hSlOO SO.Omg 
^4 K^^u/ hLlOG SO.Omg 

SO.Omg 

^jLy^y^):c^}V e.Omg 
■x^y-;i/ (777. Img) 

(86.3mg) 

ft- 96.0mg (m^^tLX) 

mmm 1 1 

mMmsxmzmm^mm5.5mtmMn 9 -e^i/i#itfci4fi5tsi75mg^m-^L^ 

^ lb fr^Polyox VSR Coagulant (Union Carbidett^) 70.2mg=l:^JnLx 1-^HPMC:* 

^ife^i 2 

mmm s xm^mmi^mm^. 5mg tm^m 1 0 r-mz^M^mmismg^m^ t 

. $ lb l^Polyox ISR Coagulant (Dow Chemicaltt^) 70.2mg^i^lJn t^ 1-^HPMC 
[0 0 2 6] 

o ^-^m. mm. 2mm. mm. smm. imm. sf^m. iomm<o^t^A<ojfsL 

^fpM^1&B.it-^^^^^iS^ng/mU 132ng/mL> 107ng/mL^ 303ng/mL. 355ng/mLx 
216ng/mL^ llSng/mL-C^bo /io 

o mm. 2mii. mm. em^i. imm. sm^. iomm(D^t^m<r>iSB. 

li4'^i^jtE<±-?-tt-rtL192ng/mL. lS7ng/mU 473ng/mL. 478ng/mU 364ng/mU 
.257ng/mLx 28ng/mL'edbofCo 
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i^^3 

fzo i^p^. 21^^. m^. mm. mm. mm. ionm<oit'^m<r> 

JflL^4'^t»ztE{i'^^'?'ti,308ng/mL. 245ng/inL. 323ng/mL> Slng/mL. 39ng/inL. 
26ng/mL^ Ong/mLt^ibof^o 

^M^^ 1 2 55; T'-t ;V3^J =lr^^T<0 i^;v:»tl'7K30mLfc tc:^Pi^# t 
fwo ^-^m. lB#r^> 2B#r^. 4^P^. 6B#r^. 7Nf^. 8B#Fh1> \Qmm<^it^^k(r> 
jliLli4'*#^Eii-€-tL'eti-160ng/inU 319ng/inU 631ng/mL. 371ng/mL. 230ng/mL 
^ 144ng/inL^ 25ng/mL'C$>o/io 
[0 0 2 7] 

mMm 1 3 

-T^-f (SPIR-A-FLOW, yxiy^vYMmm'^^^m 4''r'*&^zam30'C> 

ir^ K9^y hSlOO 33.7ing 

11.2mg 
22.5ing 

^JO^V 4.5mg 
j:^'/-;^ (582. 8mg) 

tK (64.7ing) 
ft- 72.0mg (®ff^:0-i:LT) 

1 4 

8 ■^nfzmm'&E^m^.^mtmmm 1 3 ■e#fc^^igcttJi3Si68mg*m'^ t 

. $ lb icPolyox WSR Coagulant (Dow ChemicalttM) 67.8mgfr»Lx 1-^HPMC 
[0 0 2 8] 
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05 

fzo ^-^f^. 2^^. 4^^. enm. 7\^m. mfsi. io^^<^<b^tiA<^ 

fioM^M^MW^^M'tUOSng/roL. 687ng/inL. 803ng/raL, 463ng/mL> 329ng/inL 
, 217ng/mU eSng/mL-Cibo/io 
10 0 2 91 

mmm 1 5 

IIM1^Jl-et#/i^m=^^^C^^l&^*M (CF-mini. 7 n ^ y h 

V7'nii°;VT;vn-;vi3^»Ly:iHPC-L^m (8w/v%) ^it^L^^ 

HM^J 1 6 

mbm^-T-^yifm (spir-a-flow. yu^ vmmm:m±m ^xmm^ 

yy^-^ hRS lO.Omg 
^jVi7 20.0mg 

^yfu}£.)VT)vn—}V (120. Omg) 

T^\-y (50. Omg) 
f)- 30. Omg {MW<'^t\^X) 

mmm 1 1 

mmm 2 x^fzmm^^m.mrmtmMm 1 e -e#/i#sctt^S420mg^m'^b. 

$ibl::Polyox WSR Coagulant (Dow Chemicaltt^) 175mg^^tnt> 0-^-tf^"^>' 
7!7 y -t ;V2M tC^IB:* X^XiJ-f^ ^#^wo 

10 0 3 01 
^i^M6 

%mm 1 7 y-t;v^J^^:t:T<^ii*-i5^^i'^t^7K30mLfc ^ ^> ic^n^-^L 

yiio mr^. 2b#Fb1, 4^^. 6B#K. 7^F^. sBtrsi. wwit^mkco 

JflLlgl4'^tJjtJKt±'5-tt-ett657ng/mU 406ng/mL. 223ng/mU 504ng/mU 399ng/mL 
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> 228ng/mL^ 50ng/mLtr«bofCo 
[0 0 3 11 

mmmi 8 

mmm ~ x >- (spir-a-flow. 7 n -r ^ h Mii^^M±m) 4" 

:i-^V'7^yYSm SO.Omg 

:^-f Vv^y bLlOO lO.Omg 

^ 20.0mg 

^ 1; 4.0mg 

o^rJ'y-;!^ (518. 4mg) 

tK (57. 6ing) 

fi- 64.0mg (S^^^^LT) 

mnm 1 9 

^MM2 T'#fzli^ttS3^104mgi:^MM 1 8 ■^ntz'^M'^mmUmg^iM^^L. 
$?>l:iPolyox WSR Coagulant (Dow Chemicaltii^) 239mg^^ljn L.> O^-ify^Z^ 

[0 0 3 2] 

K^^^J7 

fzo ^#f^> iB#r4. 2^^. 4Nfw. m^. mm. mm. imm<r>it^m<r> 

jfiLl^'1^^t?itjKti'^tt'rttl06ng/mL. 135ng/mU 639ng/mU 129ng/mL. 49ng/mL 
^ 16ng/InL^ Ong/mLtr^bo/io 

[0 0 3 3] 
Jt^Ml 

Hifel^J 2 T?#fv:fli?#tt^m4mg*^mU^cO-§-fe*^^>':^? y-fePHM'Sr^rftT^^ 
e-i>';V:^ll7K30mLi: t ^l^MP^-^t/io 1B#Fb1^ 2B#f^. 4B#rH^. 6B# 

ra. 7Nfm. mm. imm(oit^mk<r>mm^Mmmmt'tf\^'^^2mng/\^ 68 
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9ng/inU 70ng/mL^ Ong/mL^ Ong/mL^ Ong/mL^ Ong/mLtr^o/Co 
[0 0 3 4] 
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mm] 
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